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FOOD AND DRUG ADMINISTRATION LASER LlGhT SHOW. DISPUY, 
OP DEVICE 

DOCKET NUMBER 

I 1 
NOTE: NO laser llgkr vww, pro,ecrmn sysrem. or dewice may WarI from compliance -III! 2 1 CFR 1040 1 l(C) wl design Or use mllhau’l lhe appro,t~l of IhIS 

appllcawn tn accordance H,I~ 21 CFR 1010 4 

1 Check all aDpltcaDle 80ae5 01~3 rype or prlnr wie 
requerred mtormarlon 

2 SuDmtr an ortgmal and four (ajcopies 

I NPME OF COMPANY 

,rrSTRuCTlONS 

7 
0. Enter docker nk4mber If asrt*ed. 

7. PRODUCT OESCRlPTlOk AkD USE 

a LIST NAME ANofifi MODEL NUMBER(S) FOR TnE LASER LlGkT SHOW(S) AND PPOJEffOR(S) 

Q ProJemors Jfe fnrended for srle. lease. or lo&n to 
other laser ltghr show producers __ 

I PRODUCT IS INTENDEO FOR USE IN A 

3 
Planersrlum or orner dome proJecllon srrwxure 
TneJTer 

a nowl/mo~ei ballroom or meerang room 
0 STare d15plJgS 

Q Traae 5hor or conbenrlon 
0 Dlscorneque or nlgnr cl~o 
a PJv~llOn 

Q indoor arena 
Q Oti,rdoor brena 
Q Museum 
0 OvIddoor unenclosed area 
0 orher (Spe@J 

! PRODUCT 15 INTENDED TO BE USED 
0 At only one (bed> locanon 

fi Al a rar~c~y of (Tour) locallons 
0 Orher [Specrf)J 

LASER RPDU 

e-A/-f : 83 
I. PRODUCT 15 INTENDED TO BE USED AT ANY OruE LO~TION 

R 
More rhan 15 4afs 
More thJn 5 bur nor more Ihan 1 S dafi 

Q Less than 5 6ays 

! 3 TOUR IS INTENDED TO RUN FOR 

8 
More man 6 monThr 
i -6 mor8rnr 

t , PRODUCT uTILIZEST~E FOLLOWING USER EFFECTS 
fl From screen prqecr~ons 
Q Rear screen pr~~~~t~ons 
D nolog?apntc dlsplafl 

p Mulflple reflechonlc4~ffraccron efferxr 
0 aualence 5cannrng (AIs0 rnClt&esscanning any acceY;Dle 

~r)conrroIIHI areas) 
fl Peflecrlonr from flarronary mtrrars or m4rrored 

surfacer [&em MJUIC~SJ 
0 Srarlonsry wa)blaUon of rotarmg mmor Dalls. exe 
0 Scafmng Irradlarlon of rotalang mwfor balls, ezc 
fJ Fher OPKIC prqen8ons 

pfog. smoke, or oxnef xanermg enhanCeme* effects 
0 Other ~Sperrf)l 

USER MEDIUM fAr He-llre. etc) I WAVE LENGTHS (nml I PEAK POWER (rJ?ttJ 

T I 

1 I 
9 IF ANI LASER RADIATION IS PULSEO OR SCANIUED. GIWE THE PULSE DURATION ANP RATE AND SC4NNING FREQUENCY ANP AMPLITUDE 

IO REASON FOR REQUESTING VARIANCE 

flComphawe wrh rne llmlrr at 21 CFR 1040 1 l(c) would reflrrC1: Ihe Inrended use of Ille prod4 Deca~5etomplwKe wolrld 
ItmK the QUTpuK po(ner 10 Iny exxenr that the dewed etfecl, would WOK be s&~KIwNI~ wvbk 

0 OTher or aOdwonal explanaw)n (5pec;fyJ 
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4 
1~ ,S proposed 10 dewlaKe from the pro~~on~ of 21 CFR 1040 1 l(c) !n rhar rhe accrsrlblo dmlrrlon level would e&teed The 
e~~e>scw emlrblon Ilmlrrspecltled In 21 CFR lOa0 1 l(c) 

13 It 15 proposed I0 aevlaTe trom Ihe provlrlon of 21 CFP 1040 1 l(c) as follow 

12 ADVANTAGES TO BE DERIVED FROM SUCH @EVlATlON 

6 
Laser l,gnr shows 6130 dlspra 
OT the Ilmro ,mpos*d by 21 l 

5 are accdprea popular medla In enrertalnmenr and the NW use of pawrr levels in e=cess 
FR 1040 1 l(c) I) necesary ro achlewe the requwd r??eCU In these medll 

13 EAPLAIN Tnf ALTERNATE MEANS Of RADIJ+TIO~ PROTECTION TO BE PROwPED Check armany OO*CJ 15 ~pp/ ‘@emJrk.‘JUfl;& df 
DOICS II02 Ch?CkFd, uSrfl9 J&lTlOtlJlsheeU as tt~?feS~fy S?JW Jny UrhPt ?l?QJN 0 r’ 

,{z;z,!d 
IJd/d?iOn prOlcfllO0 WlJl w’( 

d 
d All rarer prodwx. systems. shou$, snc( proJemof5 VV~J be cernfmd co comply WI~R 2 I CFR 1040 IO and me condmons of thts -arlance and w,ll 

Or reponea a5 repwed By 21 CFR lOQ2.10 and 1002 12 usmg rke repcrrlng guides pro-ided tor such purpose There aCTIons --III Be 
bccomphsned prior x0 any ln~ro8u~14p mu commerce 

B 
d 

Etteccs nor speclficslly Indlcared an Inus varwnce J~~~ICJKIO~ ~111 nor be performed No other effeas ~111 Be added unell an amendmen r0 

% 

UIe rartance has been pbt4meQ $Ind rne reqwrerJ reports or supplemenrr. as appltcaBle. hare been !idBmKCed 

C kannmp. projecxlon. or retlzfllan ot laser and collateral raalatfion (Cighr Jhor IJUFJ?JO~J #w audience or orher acceulble unconrrotied 
areas wtll nor be permlnrd excrpr tcrdlffuse rett~nKw prodrcw by rke armorphere. l QOQcJ almosphertc scanerlng mrd& and Qrger 
wrens 

8 
P 

Laser rad~swn IQY~IB in csceu of The tlrnbrs of Class I aIll nof be permIned a? an point less Khan 3 0 merers aBore any surface rpon -h,cn 
persons other than operarors. ptrtorrpers. or employees are permvxed ro swn d’ or 2 5 meTer5 below or MI I&wral sepJrarron from an, place 
wher@ sdn persons are perm~rredxo be Operarors, ~rformers,~nutmplOyePrr~llhorBe rsqulrrdor Jllo~ed~owec rJd;JT~on aborerhr 

x 

IlrnlTs of Class I Or be @apOsed 10 fadlayton abowe rhe Irntw specttwd In 2 1 CFA 1040 1 l(c) P 

e Any prodw wnlch relaer on scannmg ~a meet access. erporure, or proci~flclass l,rnlu will wcorporaw a 5tannln~safeguard sysrem r*hlch 
CIlreCTly 5enw scanner morton and ~twh VII r5’0cf tasr enough ro preclude ehceedmg rhe rppkable Ilmlr. 

r All loser llghr shows 5hall Be untYer lng dlrecr and perronal conrrol ot TraIned, comperenr op@rarorW The operaTorts) ~11 

(11 ImmedlaTely termlnW2 the em6slpn a? hphr show radlcrlon In the evenr ot any vnrate CoWwOn. 

(2) Bt locaKed -here all beam parh~ <sn be ~WQCII, observed JT PII fames: and 

(3) Be an employee of the variance herder who r,ll be respons&ie for rhe rra,nmg and fne conduct of rhe operator 

9 

P 

Tnr ma=lmum laser proJ#?cwW output power ~111 nor e&c*ed the lerel reqwed ro obrain rhe mrendud l ffecKs 

tl The pro ecrlon 5ysTem II e . me PfOJenOr war/l orher components ~sedlo proQuce me lighrrn 
1 lmmobv +zed to prevenr un~nrsndou rnolemdnr or mlsallgnmenr Beam maskmg WIII ae prowl % 

efknr) ~11 Be securely mounted or 

pre=enr overfrlllng of scraen$. bebm sops. rargerr. eu 
ea ~5 an wnereni pan ot rho rynem desrcjn 10 

9! 
Law proJe=ots ~111 no1 be dellverea ro any other p;rnr under an sgreemenr. of sale, 16~s~. Or lobn unless Jhd WXII the rtcr~lenr 
demOn5KtJW Ihaz Khey hare d vdrlance m etfecl ax the rfirne Of del,.ery char porm#ts Khem TO produCe Idsctf IsghK SITOr lncorporar~ng rwn 
pro]rc?or(s) 

J 
P 

In addIrlOn TO me reqwremenlsof 21 CCR 1000 10th). Ine manvfanvrer of laser projonorusysremr WIH prode 110 panles -ho purcnase. 
IeJSe. or DorrO- IhQ Qqu$HW?nC. JaeQua~@ users- Insrrufl@n~ tar sate ~~aallar~on and operarton nh#Cn e*plZhn Khe responrIbtl~ry of rtte 
reclplenx as an lndepenciunr II 

3 
hrshor manufacturer ro rubmtl rhe reqYlred repons and apply tar ana obram a wawinte from CDPv prror To 

WrO4uCWn 1nI0 commerce 0 an! laser I,ghr shows 

k The reqwemenrs ot 21 CFR 1002 30(+)( 1) and (2) -Ill be accomplished Wuough me VW ot 
and per tormance ot each snow 

rrlnen procedures tar setup. ahgnmenr. reswg. 
Thee proreaurer ~11 be WI sutfwenr deml 10 ensure compliance wzh 21 CFR 1040 10. the conalkonz of rnls 

warlance ona Ihe ronlrol ct access TO rad,arjon area, &ng rne prccedrrer dewlbeb in rhe ANSI 2136 1 ,randard tar the safe use ot 1~~s 
fPmPr4Jn NJr~OnJJ~rJndaraYs Jnszrrure. ld308roaU~a~. New York. Nr 10018~or uny Other cqul*alenI user consens~$s~~no~ra and. where 
applicable. %raIe Or local requrremenrs Laser racJlaclon areas mhW! can ConLM radlJrmn leuels above Khe Ism~x5specrt~ed In 21 CFR 
lO4O 1 l(c) ~111 be clearly IcientlfM by the polt,ng ot narn,ng sqns and/or rerrrvznng recess rhrouqn phyxal means [such asprey&e 
swrcnes, pnOr0 celb. brrrrrrs. guJrUS. err ) 
and 10 tmar or permanbnr areas 

These requlremenrr apply 10 remporiry areas (5MII a5durrngSc~ up dnUa/rgnmenTprocedurer) 

CFR 1002 3 1 
The var,ance holder WIII ICTJA Ihe records or rhebr procedures and rhe results of all Iesrs as feqtitred by 21 

A copy of me vartance ppptlcarlon. the approval Iener, wrrenf rocedures, and record5 relarinq TO each pafllcular show r,il be 
w$In rhe optraror or orher responstblcr mcilvldual and tilll Be madt! ;auallable or #Specrlon by FDP and orher respons~Dle a~T~onws P 
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(21 The Federal Au13t100 Admln~Watlon (FAA) tar an, prO~eCt10nS r!lTO Open a~r+C@ ar any rime (1 P.. rnC/Udfng se? VP. slrgnmenr, renears,,/l. 
pr?QrmUnces. erc ) I??h@ FAA oD)erJsro -ny laser &feCIS. 0’~ O~J~C’LIOIIS nIlI be rWolred and any sondbrlonr reqd?SIed by Fnp w,[j De 
adhrrco lo it v~es~ condmons cannot bt? mer. ww objenlonable ~.fit’cr5 ~111 Be delerw3 from Ihe lhO* 

(3) Stare and loci1 radIanon control oft,ceYagencles for all V!or5 ‘Lo be performed rlrhln rhev jurlsdtnrons AtI requlremenrr 01 sxare ano 
local I~W UWII be sarIslIed and any ob~rrtlons rarsrd by local auIhorrr8es wrll b.? re,olved or lne @TfeCV WllilPd (A I& of federal andsralp 
ottrces a d~adable iram me Ctgrer tar Dc~tces ana Radiological Hedhn upon requen I 

14 REMARKS 

-- 

i 
CERTIFICATION 

I CERTIFY lhar all ot rhe -bore ,nformsclon and sra)lemhnx5 are WI&. complex. and correct 10 rhe besr of m knowledge and acCnorledge 
rhaf my warlance applKar#on may be drn,ed or my varlgnce may be rerohed it thn appl~ceWn 15 tound 10 De hlse. m8rleadlng. or IncorreCl In 
any maIefjal way I hart? submrned and ~11 subm,r alI raporrs reqvlred by 21 CFR 1002 10 and IO02 12 on the laser eqwpmenx and show(s) I 
turther rncirrrtend Ihat I may be rtrqbIreu by r~gtJar,orr or by Ihe D~restor. Cenrer tor De rnces end Rid~oloq~cbl nealrh. ro supply 5”ch oIher 
Intormtirlon as mar be necesrary 16 elraluaIe *no a(1 or, th15 appl,caTron 

I 5 >IG~UPTURE 1 16 NAME (7,~ 01 Prrnrl 17 TITLE I 

4 
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